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(vi) Has provided within 1 year any
consultative services regarding the new
animal drug being reviewed by the
qualified expert panel.

(vii) Has entered into an agreement
in which fees charged or accepted are
contingent upon the panel member
making a favorable evaluation or opin-
ion.

(viii) Receives payment for services
related to preparing information the
requestor presents to the qualified ex-
pert panel, other than for services re-
lated to the written report described in
§516.143.

(3) To permit FDA to make a decision
regarding potential conflict of interest,
a potential qualified expert panel mem-
ber must submit to the Director,
OMUMS, the following information re-
lating to themselves, their spouse,
their minor children, their general
partners, or any organizations in which
they serve as an officer, director, trust-
ee, general partner or employee, re-
garding the following issues to the ex-
tent that they are, in any way, rel-
evant to the subject of the review of
the qualified expert panel:

(i) Investments (for example, stocks,
bonds, retirement plans, trusts, part-
nerships, sector funds, etc.), including
for each the following: Name of the
firm, type of investment, owner (self,
spouse, etc.), number of shares / cur-
rent value.

(ii) Employment (full or part time,
current or under negotiation), includ-
ing for each the following: Name of the
firm, relationship (self, spouse, etc.),
position in firm, date employment or
negotiation began.

(iii) Comnsultant/advisor (current or
under negotiation), including for each
the following: Name of the firm, topic/
issue, amount received, date initiated.

(iv) Contracts, grants, Cooperation
Research and Development Agreement
(CRADASs) (current or under negotia-
tion), including for each the following:
Type of agreement, product under
study and indications, amount of remu-
neration (institution/self), time period,
sponsor (government, firm, institution,
individual), role of the person (site in-
vestigator, principal investigator, co-
investigator, partner, no involvement,
other), awardee.
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(v) Patents/royalties/trademarks, in-
cluding for each the following: Descrip-
tion, name of firm involved, income re-
ceived.

(vi) Expert witness (last 12 months or
under negotiation), including for each
the following: For or against, name of
firm, issue, amount received.

(vii) Speaking/writing (last 12 months
or under negotiation), including for
each the following: Firm, topic/issue,
amount received (honorarium/travel),
date.

(viii) Whether the potential qualified
expert panel member, their spouse,
their minor children, their general
partners or any organizations in which
they serve as an officer, director, trust-
ee, general partner or employee, have
had, at any time in the past, involve-
ment of the kind noted in paragraph
(2)(3)(1) through (g)(3)(vii) of this sec-
tion with respect to the animal drug
that is the subject of the qualified ex-
pert panel review.

(ix) Whether there are any other in-
volvements (other kinds of relation-
ships) that would give the appearance
of a conflict of interest which have not
been described in paragraph (g)(3)(1)
through (g)(3)(viii) of this section.

(x) In all cases, a response of ‘‘no,”
‘“‘none,” or ‘‘not applicable’ is satisfac-
tory when there is no relevant informa-
tion to submit.

(xi) A certification statement signed
by the potential qualified expert panel
member to the effect that all informa-
tion submitted is true and complete to
the best of their knowledge, that they
have read and understood their obliga-
tions as an expert panel member, and
that they will notify FDA and the re-
questor of any change in their conflict
of interest status.

(4) The fact that a qualified expert
panel member receives a reasonable fee
for services as a member of the quali-
fied expert panel, provided that the fee
is no more than commensurate with
the value of the time that the member
devotes to the review process, does not
constitute a conflict of interest or the
appearance of a conflict of interest.

§516.143 Written report.

The written report required in
§516.145(b)(3) shall:
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(a) Be written in English by a quali-
fied expert panel meeting the require-
ments of §516.141;

(b) Describe the panel’s evaluation of
all available target animal safety and
effectiveness information relevant to
the proposed use of the new animal
drug, including anecdotal information;

(c) For all information considered,
including anecdotal information, in-
clude either a citation to published lit-
erature or a summary of the informa-
tion;

(d) State the panel’s opinion regard-
ing whether the benefits of using the
new animal drug for the proposed use
in a minor species outweigh its risks to
the target animal, taking into account
the harm being caused by the absence
of an approved or conditionally-ap-
proved new animal drug for the minor
species in question;

(e) Be signed, or otherwise approved
in writing, by all panel members, in ac-
cordance with §516.141; and

(f) If the panel unanimously con-
cludes that the benefits of using the
new animal drug for the proposed use
in a minor species outweigh its risks to
the target animal, taking into account
the harm being caused by the absence
of an approved or conditionally-ap-
proved new animal drug for the minor
species in question, the written report
shall:

(1) Provide draft labeling that in-
cludes all conditions of use and limita-
tions of use of the new animal drug
deemed necessary by the panel to as-
sure that the benefits of use of the new
animal drug outweigh the risks, or pro-
vide narrative information from which
such labeling can be written by the re-
questor; and

(2) Include a recommendation regard-
ing whether the new animal drug
should be limited to use under the pro-
fessional supervision of a licensed vet-
erinarian.

§516.145 Content and format of a re-
quest for addition to the index.

(a) A requestor may request addition
of a new animal drug to the index only
after the new animal drug has been
granted eligibility for indexing.

(b) A requestor shall submit two cop-
ies of a dated request signed by the au-
thorized contact for addition of a new

§516.145

animal drug to the index that contains
the following:

(1) A copy of FDA’s determination of
eligibility issued under §516.137;

(2) A copy of FDA’s written deter-
mination that the proposed qualified
expert panel meets the selection cri-
teria provided for in §516.141(b);

(3) A written report that meets the
requirements of §516.143;

(4) A proposed index entry that con-
tains the information described in
§516.157;

(5) Proposed labeling, including rep-
resentative labeling proposed to be
used for Type B and Type C medicated
feeds if the drug is intended for use in
the manufacture of medicated feeds;

(6) Anticipated annual distribution of
the new animal drug, in terms of the
total quantity of active ingredient,
after indexing;

(7) A written commitment to manu-
facture the new animal drug and ani-
mal feeds bearing or containing such
new animal drug according to current
good manufacturing practices;

(8) A written commitment to label,
distribute, and promote the new ani-
mal drug only in accordance with the
index entry;

(9) The name and address of the con-
tact person or permanent-resident U.S.
agent; and

(10) A draft Freedom of Information
summary which includes the following
information:

(i) A general information section
that contains the name and address of
the requestor and a description of the
drug, route of administration, indica-
tions, and recommended dosage.

(ii) A list of the names and affili-
ations of the members of the qualified
expert panel, not including their ad-
dresses or other contact information.

(iii) A summary of the findings of the
qualified expert panel concerning the
target animal safety and effectiveness
of the drug.

(iv) Citations of all publicly-available
literature considered by the qualified
expert panel.

(v) For an early life stage of a food-
producing minor species animal, a
human food safety summary.

(c) Upon specific request by FDA, the
requestor shall submit the information
described in §516.141 that it submitted

111



		Superintendent of Documents
	2013-06-14T10:51:14-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




